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EPA-SAB-18-003 

  

The Honorable E. Scott Pruitt  

Administrator  

U.S. Environmental Protection Agency  

1200 Pennsylvania Avenue, NW  

Washington, D.C. 20460  

 

Subject: Science Advisory Board (SAB) Consideration of EPA Proposed Rule: 

Strengthening Transparency in Regulatory Science  

 

Dear Administrator Pruitt: 

 

As part of its statutory duties, the Environmental Protection Agency’s (EPA) Science Advisory 

Board (SAB) met on May 31, 2018, to discuss whether to review the adequacy of the scientific 

and technical basis of the planned regulatory actions in the 2017 Unified Regulatory Agendas, as 

authorized by section (c) of the Environmental Research, Development and Demonstration 

Authorization Act of 1978 (ERDDAA). During this meeting, the SAB also discussed possible 

review of the science supporting the proposed rule Strengthening Transparency in Regulatory 

Science (RIN 2080-AA14). The SAB found that the proposed rule deals with issues of scientific 

practice and proposes constraints to the use of scientific studies in particular contexts.  The 

proposed rule solicits comment on a number of scientific issues that would benefit from expert 

advice and comment from the SAB.   

 

Initiating the Screening Review  

 

The ERDDAA requires the EPA to make available to the SAB proposed criteria documents, 

standards, limitations, or regulations provided to any other Federal agency for formal review and 

comment, together with the relevant scientific and technical information upon which the 

proposed action is based. The SAB may then make available to the Administrator, within the 

time specified by the Administrator, its advice and comments on the adequacy of the scientific 

and technical basis of the proposed action. 
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EPA’s usual process is to provide the SAB with information about the publication of the semi-

annual regulatory agenda and to provide descriptions of major planned actions that are not yet 

proposed but appear in the semi-annual regulatory agenda, augmented to include proposed 

regulations, criteria documents, standards, or limitations that are expected to undergo interagency 

review1. The EPA’s descriptions provide available information regarding the science that is 

informing these agency actions.  

 

SAB members and the SAB Staff Office were made aware of a proposed rule entitled 

Strengthening Transparency in Regulatory Science (RIN 2080-AA14) through an April 25, 

2018, press event and an April 30, 2018, Federal Register notice, as well as news articles. The 

EPA announced the proposed rulemaking with a 30-day public comment period.  SAB members 

had no information regarding the timeline for finalizing the rule and the proposed rule was not 

identified as a major action in either of the Spring 2017 or Fall 2017 semi-annual Regulatory 

Agendas.  

 

An SAB Work Group met by teleconference on May 3, 2018, to discuss its recommendations on 

major planned actions in the Fall 2017 semi-annual regulatory agenda and included the proposed 

rule Strengthening Transparency in Regulatory Science (RIN 2080-AA14) as part of the 

discussion.  That Work Group provided the SAB with a memorandum2 documenting the 

discussions and recommending that the proposed rule merits review by the SAB. Subsequently 

the SAB became aware that the proposed rule was included in the Spring 2018 semi-annual 

Regulatory Agenda published on May 9, 2018.  A second Federal Register notice was published 

May 25, 2018 extending the public comment period to August 16, 2018 and announcing a public 

hearing to be held in Washington, DC on July 17, 2018.   

 

The SAB Should Consider the Proposed Rule’s Scientific and Technical Basis 

 

During the meeting on the May 31, 2018, the full SAB agreed with the Work Group that the 

proposed rule merits review by the Board and discussed the scientific issues that should be 

considered. For example, there are important scientific considerations needed for transparency. 

The Board recognizes that the long-term trend in most scientific fields is for authors to supply 

public access to data and analytic methods after scientific findings are published.  Such 

transparency may help to ensure scientific integrity and facilitate robust analysis, as well as 

allowing supplementary lines of knowledge to be developed from the same data.  Some fields of 

science are moving faster than others in the direction of transparency.  For studies published 

many years ago, it may not be feasible to deliver public access to data and analytic methods.  

 

                                                 
1 EPA Memorandum: Coordination with the Science Advisory Board Regarding Proposed Criteria Documents, 

Standards, Limitations and Regulations.  (See page 9 of Attachment A in the Fall 2017 memorandum available at: 

https://yosemite.epa.gov/sab/sabproduct.nsf//9263940BB05B89A885258291006AC017/$File/WG_Memo_Fall17_

RegRevAttsABC.pdf) 
2 Preparations for Chartered Science Advisory Board (SAB) Discussions of Proposed Rule: Strengthening 

Transparency in Regulatory Science RIN (2080-AA14) Available at: 

https://yosemite.epa.gov/sab/sabproduct.nsf//E21FFAE956B548258525828C00808BB7/$File/WkGrp_memo_2080-

AA14_final_05132018.pdf  

https://www.gpo.gov/fdsys/pkg/FR-2018-04-30/pdf/2018-09078.pdf
https://yosemite.epa.gov/sab/sabproduct.nsf/E21FFAE956B548258525828C00808BB7/$File/WkGrp_memo_2080-AA14_final_05132018.pdf
https://www.gpo.gov/fdsys/pkg/FR-2018-05-25/pdf/2018-11316.pdf
https://yosemite.epa.gov/sab/sabproduct.nsf/9263940BB05B89A885258291006AC017/$File/WG_Memo_Fall17_RegRevAttsABC.pdf
https://yosemite.epa.gov/sab/sabproduct.nsf/9263940BB05B89A885258291006AC017/$File/WG_Memo_Fall17_RegRevAttsABC.pdf
https://yosemite.epa.gov/sab/sabproduct.nsf/E21FFAE956B548258525828C00808BB7/$File/WkGrp_memo_2080-AA14_final_05132018.pdf
https://yosemite.epa.gov/sab/sabproduct.nsf/E21FFAE956B548258525828C00808BB7/$File/WkGrp_memo_2080-AA14_final_05132018.pdf
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There are also sensitive situations where public access may infringe on legitimate confidentiality 

and privacy interests, and where exceptions from complete public access may be appropriate.  In 

addition, there are considerations associated with the cost and effort that would be required in 

making large and complex existing datasets available within Institutional Review Board 

requirements, including the issue of who would be responsible for implementing the rule and any 

additional obligations. Thus, the development of guidelines and rules in this arena requires 

careful collaboration with the scientific community. 

 

Although the proposed rule cites several valuable publications that support enhanced 

transparency, the precise design of the proposed rule appears to have been developed without a 

public process for soliciting input specifically from the scientific community.  Nor does the 

preamble to the rule describe precisely how the proposal builds on previous efforts to promote 

transparency such as the Information Quality Act and EPA’s Information Quality Guidelines. 

 

Other key science issues associated with the proposed rule to increase transparency that may 

benefit from SAB advice are: 

• Considerations related to the use of epidemiologic studies and methods that are based on 

confidential human subject data while also providing transparency in the underlying data; 

• Consideration of the multiple existing methods to assess the validity of prior 

epidemiologic studies, that do not provide public access to data and analytic methods; 

• Consideration of the selection of dose-response models and factors such as biological 

plausibility, mode of action, or mechanism of action to identify the most scientifically-

appropriate model(s);   

• The need to clearly define crucial sound science concepts such as “replication” and 

“validation”; and 

• The identification and evaluation of mechanisms used by expert panels in vetting science 

that do not engage in reanalysis of original data with original methods, yet entail a 

rigorous review process that goes beyond typical journal peer review procedures.   

The SAB recognizes that the EPA has already received thousands of public comments in 

addition to the large number of comments from grassroots write-in campaigns. The SAB urges 

the Agency to fully consider those comments and request, receive, and review scientific advice 

from the SAB before revising the proposed rule.  

 

The EPA has long been a leader in the use of science in decision-making. The proposed rule, 

Strengthening Transparency in Regulatory Science, would focus on the EPA’s foundational 

policies related to the use of science in rulemaking and policy development. Further, the rule has 

the potential to influence policy development and guidance across the government.  The SAB 

looks forward to defining the set of scientific and technical issues upon which the proposed rule 

rests and developing a charge for an SAB work group to provide advice and comments on those 

issues.   
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On behalf of the SAB, I thank you for the opportunity to support EPA through consideration of 

the science supporting actions in the Agency’s regulatory agenda.   

 

Sincerely, 

 

/s/ 

 

Dr. Michael Honeycutt, Chair 

Science Advisory Board 

 

Enclosure  

(1)  Roster of SAB Members 
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NOTICE 

 

This report has been written as part of the activities of the EPA Science Advisory Board (SAB), a public 

advisory group providing extramural scientific information and advice to the Administrator and other 

officials of the Environmental Protection Agency. The SAB is structured to provide balanced, expert 

assessment of scientific matters related to problems facing the Agency. This report has not been reviewed 

for approval by the Agency and, hence, the contents of this report do not necessarily represent the views 

and policies of the Environmental Protection Agency, nor of other agencies in the Executive Branch of the 

Federal government, nor does mention of trade names of commercial products constitute a 

recommendation for use. Reports of the SAB are posted on the EPA Web site at http://www.epa.gov/sab

http://www.epa.gov/sab
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U.S. Environmental Protection Agency 

Science Advisory Board 

 

 
CHAIR 

Dr. Michael Honeycutt, Division Director, Toxicology Division, Texas Commission on Environmental 

Quality, Austin, TX 

 

MEMBERS 

Dr. Rodney Andrews, Director, Center for Applied Energy Research, UK Research, University of 

Kentucky, Lexington, KY 

 

Dr. Deborah Hall Bennett, Professor and Interim Chief, Environmental and Occupational Health 

Division, Department of Public Health Sciences, School of Medicine, University of California, Davis, 

Davis, CA 

 

Dr. Frederick Bernthal, President Emeritus and Senior Advisor to the Board of Trustees, Universities 

Research Association, Washington, DC 

 

Dr. Bob Blanz, Chief Technical Officer, Arkansas Department of Environmental Quality, North Little 

Rock, AR 

 

Dr. Todd Brewer, Senior Manager, Partnership Programs, American Water Works Association, Denver, 

CO 

 

Dr. Joel G. Burken, Curator's Professor and Chair, Civil, Architectural, and Environmental Engineering, 

College of Engineering and Computing, Missouri University of Science and Technology, Rolla, MO 

 

Dr. Janice E. Chambers, William L. Giles Distinguished Professor and Director, Center for 

Environmental Health and Sciences, College of Veterinary Medicine, Mississippi State University, 

Starkville, MS 

 

Dr. Samuel Cohen, Professor, Pathology and Microbiology, University of Nebraska Medical Center, 

Omaha, NE 

 

Dr. Louis Anthony (Tony) Cox, Jr., President, Cox Associates, Denver, CO 

 Also Member: CASAC 

 

Dr. Alison C. Cullen, Professor, Daniel J. Evans School of Public Policy and Governance, University of 

Washington, Seattle, WA 

 

Dr. Otto C. Doering III, Professor, Department of Agricultural Economics, Purdue University, W. 

Lafayette, IN 
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Dr. Joel J. Ducoste, Professor, Department of Civil, Construction, and Environmental Engineering, 

College of Engineering, North Carolina State University, Raleigh, NC 

 

Dr. Susan P. Felter, Research Fellow, Global Product Stewardship, Procter & Gamble, Mason, OH 

 

Dr. R. William Field, Professor, Department of Occupational and Environmental Health and Department 

of Epidemiology, College of Public Health, University of Iowa, Iowa City, IA 

 

Dr. H. Christopher Frey, Glenn E. Futrell Distinguished University Professor, Department of Civil, 

Construction and Environmental Engineering, College of Engineering, North Carolina State University, 

Raleigh, NC 

 

Dr. Joseph A. Gardella, SUNY Distinguished Professor and John and Frances Larkin Professor of 

Chemistry, Department of Chemistry, College of Arts and Sciences, University at Buffalo, Buffalo, NY 

 

Dr. John D. Graham, Dean, School of Public and Environmental Affairs, Indiana University, 

Bloomington, IN 

 

Dr. Steven P. Hamburg, Chief Scientist, Environmental Defense Fund, Boston, MA 

 

Dr. Cynthia M. Harris, Director and Professor, Institute of Public Health, Florida A&M University, 

Tallahassee, FL 

 

Dr. Merlin R. Lindstrom, Vice President Technology, Phillips 66 Research Center, Bartlesville, OK 

 

Dr. Robert E. Mace, The Meadows Center for Water and the Environment, Texas State University, San 

Marcos, TX 

 

Dr. Clyde F. Martin, Horn Professor of Mathematics, Emeritus, Department of Mathematics and 

Statistics, Texas Tech University, Crofton, MD 

 

Dr. Sue Marty, Senior Toxicology Leader, Toxicology & Environmental Research, The Dow Chemical 

Company, Midland, MI 

 

Dr. Kristina D. Mena, Associate Professor, Epidemiology, Human Genetics and Environmental Sciences, 

School of Public Health, University of Texas Health Science Center at Houston, El Paso, TX 

 

Dr. Surabi Menon, Director of Research, ClimateWorks Foundation, San Francisco, CA 

 

Mr. Robert W. Merritt, Independent Consultant, Houston, TX 

 

Dr. Larry Monroe, Independent Consultant, Braselton, GA 

 

Dr. Thomas F. Parkerton, Senior Environmental Associate, Toxicology & Environmental Science 

Division, ExxonMobil Biomedical Science, Houston, TX 

 

Dr. Robert Phalen, Professor, Air Pollution Health Effects Laboratory, Medicine, Department of 
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Medicine, University of California-Irvine, Irvine, CA 

 

Mr. Richard L. Poirot, Independent Consultant, Burlington, VT 

 

Dr. Kenneth M. Portier, Independent Consultant, Athens, GA 

 

Dr. Robert Puls, Owner/Principal, Robert Puls Environmental Consulting, Hilton Head Island, SC 

 

Dr. Kenneth Ramos3, Associate Vice-President of Precision Health Sciences and Professor of Medicine, 

Arizona Health Sciences Center, University of Arizona, Tucson, AZ 

 

Dr. Tara L. Sabo-Attwood, Associate Professor and Chair, Department of Environmental and Global 

Health, College of Public Health and Health Professionals, University of Florida, Gainesville, FL 

 

Dr. William Schlesinger, President Emeritus, Cary Institute of Ecosystem Studies, Millbrook, NY 

 

Dr. Anne Smith, Managing Director, NERA Economic Consulting, Washington, DC 

 

Dr. Richard Smith, Professor, Department of Statistics and Operations Research, University of North 

Carolina, Chapel Hill, NC 

 

Dr. Jay Turner, Associate Professor and Vice Dean for Education, Department of Energy, Environmental 

and Chemical Engineering, School of Engineering & Applied Science, Washington University, St. Louis, 

MO 

 

Dr. Jeanne M. VanBriesen, Duquesne Light Company Professor of Civil and Environmental 

Engineering, and Director, Center for Water Quality in Urban Environmental Systems (Water-QUEST), 

Department of Civil and Environmental Engineering, Carnegie Mellon University, Pittsburgh, PA 

 

Dr. Donald vanderVaart, Independent Consultant, Raleigh, NC 

 

Dr. Kimberly White, Senior Director, Chemical Products and Technology Division, American Chemistry 

Council, Washington, DC 

 

Dr. Peter J. Wilcoxen, Laura J. and L. Douglas Meredith Professor for Teaching Excellence, Director, 

Center for Environmental Policy and Administration, The Maxwell School, Syracuse University, 

Syracuse, NY 

 

Dr. S. Stanley Young, Chief Executive Officer, CGStat, Raleigh, NC 

 

 

SCIENCE ADVISORY BOARD STAFF 

Mr. Thomas Carpenter, Designated Federal Officer, U.S. Environmental Protection Agency, Science 

Advisory Board Washington, DC 

                                                 
3 Dr. Ramos did not attend the May 31-June 1 meeting. 

 


